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addresses of all investigators partici-
pating in the investigation. The spon-
sor shall submit the first such list 6 
months after FDA approval. 

(5) Progress reports. At regular inter-
vals, and at least yearly, a sponsor 
shall submit progress reports to all re-
viewing IRB’s. In the case of a signifi-
cant risk device, a sponsor shall also 
submit progress reports to FDA. A 
sponsor of a treatment IDE shall sub-
mit semi-annual progress reports to all 
reviewing IRB’s and FDA in accordance 
with § 812.36(f) and annual reports in ac-
cordance with this section. 

(6) Recall and device disposition. A 
sponsor shall notify FDA and all re-
viewing IRB’s of any request that an 
investigator return, repair, or other-
wise dispose of any units of a device. 
Such notice shall occur within 30 work-
ing days after the request is made and 
shall state why the request was made. 

(7) Final report. In the case of a sig-
nificant risk device, the sponsor shall 
notify FDA within 30 working days of 
the completion or termination of the 
investigation and shall submit a final 
report to FDA and all reviewing the 
IRB’s and participating investigators 
within 6 months after completion or 
termination. In the case of a device 
that is not a significant risk device, 
the sponsor shall submit a final report 
to all reviewing IRB’s within 6 months 
after termination or completion. 

(8) Informed consent. A sponsor shall 
submit to FDA a copy of any report by 
an investigator under paragraph (a)(5) 
of this section of use of a device with-
out obtaining informed consent, within 
5 working days of receipt of notice of 
such use. 

(9) Significant risk device determina-
tions. If an IRB determines that a de-
vice is a significant risk device, and 
the sponsor had proposed that the IRB 
consider the device not to be a signifi-
cant risk device, the sponsor shall sub-
mit to FDA a report of the IRB’s deter-
mination within 5 working days after 
the sponsor first learns of the IRB’s de-
termination. 

(10) Other. A sponsor shall, upon re-
quest by a reviewing IRB or FDA, pro-
vide accurate, complete, and current 

information about any aspect of the in-
vestigation. 

[45 FR 3751, Jan. 18, 1980, as amended at 45 
FR 58843, Sept. 5, 1980; 48 FR 15622, Apr. 12, 
1983; 62 FR 48948, Sept. 18, 1997] 
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AUTHORITY: 21 U.S.C. 351, 352, 353, 360, 360c– 
360j, 371, 372, 373, 374, 375, 379, 379e, 381. 

SOURCE: 51 FR 26364, July 22, 1986, unless 
otherwise noted. 

Subpart A—General 

§ 814.1 Scope. 

(a) This part implements section 515 
of the act by providing procedures for 
the premarket approval of medical de-
vices intended for human use. 

(b) References in this part to regu-
latory sections of the Code of Federal 
Regulations are to chapter I of title 21, 
unless otherwise noted. 

(c) This part applies to any class III 
medical device, unless exempt under 
section 520(g) of the act, that: 

(1) Was not on the market (intro-
duced or delivered for introduction into 
commerce for commercial distribution) 
before May 28, 1976, and is not substan-
tially equivalent to a device on the 
market before May 28, 1976, or to a de-
vice first marketed on, or after that 
date, which has been classified into 
class I or class II; or 

(2) Is required to have an approved 
premarket approval application (PMA) 
or a declared completed product devel-
opment protocol under a regulation 
issued under section 515(b) of the act; 
or 

(3) Was regulated by FDA as a new 
drug or antibiotic drug before May 28, 
1976, and therefore is governed by sec-
tion 520(1) of the act. 

(d) This part amends the conditions 
to approval for any PMA approved be-
fore the effective date of this part. Any 
condition to approval for an approved 
PMA that is inconsistent with this part 
is revoked. Any condition to approval 
for an approved PMA that is consistent 
with this part remains in effect. 

§ 814.2 Purpose. 
The purpose of this part is to estab-

lish an efficient and thorough device 
review process— 

(a) To facilitate the approval of 
PMA’s for devices that have been 
shown to be safe and effective and that 
otherwise meet the statutory criteria 
for approval; and 

(b) To ensure the disapproval of 
PMA’s for devices that have not been 
shown to be safe and effective or that 
do not otherwise meet the statutory 
criteria for approval. This part shall be 
construed in light of these objectives. 

§ 814.3 Definitions. 
For the purposes of this part: 
(a) Act means the Federal Food, 

Drug, and Cosmetic Act (sections 201– 
902, 52 Stat. 1040 et seq., as amended (21 
U.S.C. 321–392)). 

(b) FDA means the Food and Drug 
Administration. 

(c) IDE means an approved or consid-
ered approved investigational device 
exemption under section 520(g) of the 
act and parts 812 and 813. 

(d) Master file means a reference 
source that a person submits to FDA. A 
master file may contain detailed infor-
mation on a specific manufacturing fa-
cility, process, methodology, or compo-
nent used in the manufacture, proc-
essing, or packaging of a medical de-
vice. 

(e) PMA means any premarket ap-
proval application for a class III med-
ical device, including all information 
submitted with or incorporated by ref-
erence therein. ‘‘PMA’’ includes a new 
drug application for a device under sec-
tion 520(1) of the act. 

(f) PMA amendment means informa-
tion an applicant submits to FDA to 
modify a pending PMA or a pending 
PMA supplement. 

(g) PMA supplement means a supple-
mental application to an approved 
PMA for approval of a change or modi-
fication in a class III medical device, 
including all information submitted 
with or incorporated by reference 
therein. 

(h) Person includes any individual, 
partnership, corporation, association, 
scientific or academic establishment, 
Government agency, or organizational 
unit thereof, or any other legal entity. 

VerDate Aug<04>2004 10:12 May 23, 2005 Jkt 205072 PO 00000 Frm 00140 Fmt 8010 Sfmt 8010 Y:\SGML\205072.XXX 205072


